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Major Clean 

scope

These instructions are for the major clean of the cleanroom facility performed by external contract cleaners.

Responsibilities

1. External contract cleaners are responsible for performing the major clean every 6 weeks, alternating reagents (Rotation 1 and 2), in accordance with the service agreement and this procedure.

2. A (Insert manufacturer’s  name) staff member is responsible for supervising the major clean, including:

· Providing access to the facility

· Supplying buckets, mop handles and clips, sterile wipes, cleaning agents

· Supervising the cleaning procedures

· Ensuring records are completed

· Securing the Facility when cleaning is finished

· Ensuring parking access (boom-gate) card is returned

3. The cleaning team leader is responsible for supervising the cleaning and ensuring:

· cleaning is performed as required by this procedure

· contract cleaners re-familiarise themselves with the procedure, by reading it at least annually. 

materials

Buckets, mop handles and clips supplied by (Insert manufacturer’s name)
Sterile cloth wipes

Sterile water

Klericide-CR Biocide X and S concentrates

0.05% Sodium Hypochlorite

70% Ethanol

1% Virkon solution

Preparation of Working Concentrations

Discard working concentrations of Klericide Biocides and Sodium Hypochlorite within 24h of preparation.

· Klericide-CR Biocide X:
Dilute concentrate (supplied in a 100mL bottle) in 10L sterile water. 

· Klericide-CR Biocide S:
Dilute concentrate (supplied as a pot of 17 tablets) in 10L sterile water.

· 0.05% Sodium Hypochlorite ((Insert manufacturer’s  name) to prepare):
Measure 20mL of 12.5% sodium hypochlorite into 5L sterile water.

· 70% Ethanol ((Insert manufacturer’s  name) to prepare):
1. Remove 3L from a 10L container of absolute ethanol and transfer to the spare container. Update spare container volume. Do not fill to more than 7L.

2. Add 3L (3x 1L bottles) sterile water to the remaining 7L. 

3. Label container as 70% Ethanol, with batch number (includes date prepared and operator initials) and expiry date (3 months from date of preparation). 
4. Attach dispensing tap.

· 1% Virkon ((Insert manufacturer’s name) to prepare)

1. Dissolve 2 Virkon tablets in 1L lukewarm sterile water (warm water in the dry incubator).

2. Mix thoroughly to form a pink coloured solution. 

3. Solution is stable for up to 5 days, unless pink colour is lost. Tablets in open containers are useable for 6 months when re-sealed airtight.

Rotation 1

Klericide-CR Biocide X (disinfectant) on all surfaces. Allow at least 5 minutes contact time.

Klericide-CR Biocide S (sporocide) on all floors. Allow at least 10 minutes contact time.

Rotation 2

0.05% Sodium Hypochlorite on all surfaces. Allow at least 15 minutes contact.
Facility transfer 

1. Wipe all items entering the manufacturing suite with1% Virkon and discard the wipe after use. 

2. Waste or dirty material must exit the facility via the material transfer airlock, except for the items used to clean the Gowning Room. These may be carried out into the Support Lab after cleaning the room.

Gowning procedure

Prior to entering Gowning Room:

Theatre scrubs must be worn.

Don protective hair-cap.

Don a surgical facemask.

Clean hands with alcohol hand cleaning gel.

Slowly step onto sticky mat.

Check for green light to enter Gowning Room.

Within Gowning Room:

Cover shoes with booties.

Stand up with feet on clean side.

Open bagged sterile gown.

Put on sterile gown ensuring the outside surface does not contact any other surface.

Don sterile gloves.

Check in mirror to confirm correct gowning. 

Check for green light to enter Cleanroom 5 or Clean Corridor.

Exiting Cleanrooms:

Enter Gowning Room on green light.

Exit Gowning Room into Support Lab on green light.

Remove gown, face mask, cap and gloves and dispose in bin.

Clean hands with alcohol hand cleaning gel.

cleaning procedure 

1. For Rotation 1, prepare the Klericide Biocide reagents in the cleanroom corridor. Other cleaning agents will have already been prepared by (Insert manufacturer’s name). 

2. Clean according to the following order, unless notified otherwise by (Insert manufacturer’s name): 

Cleanroom 1, 2, 3, and 4, corridor, cleanroom 5, gowning room, transfer air lock. 

3. Check for green light before entering rooms.

4. Use new cloths for each room.

5. Apply cleaning agent (Klericide Biocide X for Rotation 1, or Hypochlorite for Rotation 2) directly onto non-porous hard surfaces using sterile cloth wipes.

6. Wipe all ceilings, walls (including glass), and surfaces. Then mop the floor.
7. Allow at least 5 minutes contact time for Klericide Biocide X and at least 15 minutes for Hypochlorite. 

8. For Rotation 1, mop all floors again with the sporicide Klericide Biocide S. Allow at least 10 minutes contact time.
9. Complete the clean for all areas, in the specified cleaning order, before removing the cleaning agent residue in the same order. This ensures that the longest minimum contact time (15 minutes) will always be met. 

10. Remove cleaning agent residue with 70% ethanol. 

11. Wipe ceilings first, then all other surfaces and mop the floors last, following the cleaning order.

12. Use new cloths for each room.

13. Complete the Contract Cleaning Record.

FORM

Contract Cleaning Record FORM72
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